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Claim Rejections - 35 USC §112 



1 . The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification sl^all conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claims 17, 19, 34, and 36 are rejected under 35 U.S.C. 1 12, second paragraph, 
as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. The claims recite "vascularity activity". 
In Stedman's medical dictionary, the term vascularity means: "The condition of being 
vascular" and the term vascular means "relating to or containing blood vessels". 
Accordingly, it is not clear what the applicant means by the phrase "measuring 
vascularity activity" or "increasing vascularity activity"? Since the applicant cannot 
increase the blood vessels In the targeted area by using dipyridamole but can increase 
the blood flow to the vessels in the targeted area. Explanation and/or correction is 
required. 

3. Claim 17, and 34 are rejected under 35 U.S.C. 112, second paragraph, as being 
incomplete for omitting essential steps, such omission amounting to a gap between the 
steps. See MPEP § 2172.01. The omitted steps are: injecting a vasodilator, injecting a 
radioactive material to the targeted tissue, then measuring the vascular or mitochondrial 
activity. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 
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U.S.C. 102 that form the basis for the rejections under this section made in this Office 
action: 

A person shall be entitled to a patent unless 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1, 3, 6-9, 11-16, 54, 58, 59, 61, 62, and 64-66 are rejected under 35 U.S.C. 
102(b) as being anticipated by Wilson US 5524622 (Wilson). 
Wilson teaches A method of detecting inflammation in a gastrointestinal tract of a 
human subject, comprising the steps of: 

X injecting an intravenous dose of at least 0.56 mg/kg of dipyridamole into the 
subject; 

X injecting an intravenous dose of 3.0 mCi thallium-201 into the subject; 
X beginning at least three minutes after injection of the thallium-201 , monitoring 
emissions of gamma radiation with a gamma camera to provide images of the 
gastrointestinal tract and liver of the subject (claim 10). Wilson also used 
radiopharmaceuticals to mark the abnormal tissue that comprised technetium-99m 
labelled sistamibi (claim 3), in a dose of 5-20 mCi (col. 6, lines 23+), this dose is 
overlapping with the dose range recited in instant claim 9. The dipyridamole is injected 
intravenously in a dose of at least 0.56 mg/kg (claim 7), note that the reference teach a 
dose of at least 0.56 mg/kg body weight, which reads on the dose recited in instant 
claim 6 of 0.852 mg/kg. Further, Wilson used the same method to detect cancerous 
tissue as gastric adenocarcinoma and lymphoma or esophageal adenocarcinoma (col. 
1 , lines 55+). In claim 6, Wilson discloses that injecting an intravenous dose of 
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dipyridamole into a subject in a sufficient amount to dilate an arterial supply of the 
esophagus and stomach of the subject then injecting an intravenous dose of radioactive 
material into the subject in a sufficient amount to allow its uptake into an inflamed 
esophageal or gastric mucosa. Since the uptake of the radioactive material is the factor 
that will be measured for detecting the abnormal tissue, it is expected that the 
radioactive agent will be injected during the peak vasodilatory effect of dipyridamole. 
With regard to instant claim 13, the definition of the word "atypia" in Stedman medical 
dictionary is: state of being not typical, this meaning encompass the inflammatory tissue 
and consequently, the claim is encompassed into the rejection. 

Claim Rejections - 35 (JSC § 103 

1 . The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the Invention Is not Identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
Invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the Invention was made. 

2. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 
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Claim 1-66 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Wilson 5524622 (Wilson) in view of Crane et al. US 5,961,952 (Crane) and further in 
view of (ML Chiu, JF Kronauge and D Piwnica-Worms, Journal of Nuclear Medicine, Vol 
31, Issue 10 1646-1653, "Effect of mitochondrial and plasma membrane potentials on 
accumulation of hexakis (2-methoxyisobutylisonitrile) technetium(l) in cultured mouse 
fibroblasts"), hereinafter (Chiu.) 

Wilson is applied as explained above. Though Wilson did not disclose the 
different doses and concentrations recited in instant claims 4, 5, 10, 20, 21, 26, 37, 38, 
53, 56, 57, and 60, it is within the skills of an artisan to adjust the doses and drug 
concentrations in different dosage forms according to patient's condition and needs. 

Wilson is deficient in disclosing the use of his diagnostic method to breast tissue, 
the vascularity activity and the mitochondrial activity. 

Crane teaches a method of diagnosing breast tumors, comprising: 
administering parenterally to a mammal an effective amount of a composition 
comprising an imaging agent selected from technetium-99n complexes and a 
pharmaceutically acceptable carrier; and, radio-imaging the mammal to determine 
whether a breast tumor is present. Crane discloses that TC-99m-sestamibi appears to 
have a high sensitivity (>90%) and acceptable specificity (>70%) for imaging breast 
tumors. 

Crane did not explain the relation between mitochondria and uptake of TC-99m- 
sestamibi . 

Chieu discloses the TC-99m-sestamibi localizes within the mitochondria of 
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tissues and the mechanism appears to be the attraction of the lipophilic cationic 
complex to the negative potential on the inner mitochondrial membrane. 
Accordingly, it would have obvious at the time the invention was made to benefit from 
the explanation of Chieu that TC-99m-sestamibi localizes within the mitochondria of 
tissues and combine the Wilson's knowledge of using dipyridamole before injecting TC- 
99m-sestamibi to Crane's disclosure of using TC-99m-sestamibi in the diagnosis of 
breast cancer. The expected results would be a method of detecting abnormal 
inflammatory, atypic and/or cancerous tissue in a patient. 

3. Claims 13, 29, 46, and 63 are objected to because of the following informalities: 
the word "atypia" is not an adjective that describes the tissue. Accordingly, the term 
"atypia tissue" should be corrected to "atypic tissue". Appropriate correction is required. 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Nabila G. Ebrahim whose telephone number is 571-272- 
81 51 . The examiner can normally be reached on 8:00AM-5:00PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Hartley can be reached on 571-272-0616. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Nabila Ebrahim 6/14/06 



MICHAEL G. HARTLEY «- 
SUPERVISORY PATENT EXAMINER 




